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DETAILED ACTION 
Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-10 are rejected under 35 U.S.C. 112, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention. 

The method, as disclosed, in claim 1 and therefore the dependent claims , is confusing 
in that the method comprises the (a) blending of water in a controlled manner and the 
(b) buffering of acids and bases in a solution at a controlled ratio. However, the method 
does not disclose that steps (a) and (b) are being practiced together, therefore it is 
interpreted that the (a) and (b) are being practiced separately and not related. Further, 
the use of the terms "constitutive acids and bases" in claim 1 is unclear. As defined in 
the Webster's dictionary, constitutive means to make up; fomn. It is not clear as to what 
constitutive acids and bases are in regards to applicant's invention. Also the use of the 
terms "controlled manner" and "at a controlled ratio" do not distinctly claim how these 
steps are controlled. One skilled in the art would believe that the use of a stir bar in a 
beaker of water is a method of blending in a controlled manner or even further stirring 
by hand, and also that anytime you are buffering a solution with acids or bases to 
achieve a desired pH that one would control and therefore be knowledgeable of the 
amount of acids and bases or other required ingredients necessary to achieve such a 
desired pH. 
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Claim 4 recites the limitation "said biopharmaceutical" in claim 1 . There is 
insufficient antecedent basis for this limitation in the claim. Claim 1 does not disclose a 
biopharmaceutical. 

Further, there does not appear to be a relationship between the methods in claim 
5 and 6 nor does it appear that claim 6 is further limiting the method of producing a 
buffered solution as claimed in claim 5. Claim 5 is drawn to a method of producing a 
buffer whereas claim 6 appears to be drawn to a completely different method, such as 
purifying a protein, human serum albumin, from a feedstream ,i.e. transgenic milk. It 
appears as if the claims are actually drawn to two different methods/inventions. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or In public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

Claim 1-5 are rejected under 35 U.S.C. 102(b) as being anticipated by Holum et 
al, (Laboratory Manual for Fundamentals of General, Organic and Biological Chemistry, 
4^^ ed.,1990) 

Applicant claims a method of producing pH buffered solutions comprising the 
blending of water and buffering acids and bases and other required ingredients in 
solution at a controlled manner and the buffering of acids and bases in a solution which 
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is done continuously. Tlie buffered solutions are intended to be used in the processing 
of a biopharmaceutical such as human serum albumin. 

Holum et al teach a method of producing a buffer using acids and bases to obtain 
a specific pH by adding acids and bases to water.mixing and recording the pH (see pg. 
207-208). 

Therefore the reference anticipates the claimed subject matter. 



Claims 1-5 are rejected under 35 U.S.C. 102(b) as being anticipated by Voet et al 
(Biochemistry, 1990). 

Applicant claims a method of producing pH buffered solutions comprising the 
blending of water and buffering acids and bases and other required ingredients in 
solution at a controlled manner and the buffering of acids and bases in a solution. The 
buffers produced are used for processing a biopharmaceutical and are produced 
continuously. 

Voet et al teach buffer solutions, calculating a desired pH using the Henderson- 
Hasselbalch equation, the buffering effects of acids and bases based on the nature of 
acid-base reactions, and production of buffers by adding acid and/or base to water (see 
p.35-38). They further disclose (see Table 2-3) common acids, bases and buffers used 
as biochemical buffers in the laboratory. Further, they disclose the addition of an acid to 
water to obtain a desired pH and specifically show points at which a solution can 
function effectively as a buffer (see Fig. 2-9) 
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Although the reference only briefly teaches a method of producing a buffer, one 
of ordinary skill in the art would know how to prepare a buffer from mixing water either 
by hand or with a stir bar and how to buffer a solution by adding acids and/or bases to 
the solution to obtain a desired pH. In support, Wikipedia encyclopedia 
fhttD://en.wikipedia.orq/wiki/Buffer solution) . Wikipedia provides a complete teaching of 
buffer solutions, calculating a desired pH using the Henderson-Hasselbalch equation, 
the buffering effects of acids and bases, tips on preparing an ideal buffer, i.e, one with a 
desired pH, common buffers used in Biology, such as TAPS, TRIS, HEPES, MOPS, 
MES etc. all commonly used buffers in biological sciences. Wikipedia also teaches how 
to prepare buffer solutions comprising the steps of mixing acids and bases and water to 
achieve specific pH's. 

Therefore the reference anticipates the claimed subject matter. 

Claims 1-5,10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Llebrecht et al (US 5,641,531, 1997). 

Applicant claims a method of producing pH buffered solutions or formulations 
comprising steps of blending water and buffering acids and bases in solution along with 
any additional ingredients continuously. The buffer solutions are intended to be used for 
the processing of a biophamiaceutical, specifically human serum albumin. 

Liebrecht et al teach the production of a formulation, which comprises the 
blending of water with other necessary ingredients and adjusting the pH of such 
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formulation with an acid to obtain a desired pH (see columns 2, lines 44-56, columns 3- 
4 lines 65-4), 

Thus, the reference anticipates the claimed subject matter. 

Claims 1-5,10 are rejected under 35 U.S.C. 102(b) as being anticipated by Moran 
(US 4,555,348, 1985) 

Applicant claims a method of producing pH buffered solutions or formulations 
comprising steps of blending water and buffering acids and bases in solution along with 
any additional ingredients continuously. The buffer solutions are intended to be used for 
the processing of a biopharmaceutical, specifically human serum albumin. 

Moran teaches the production of low and high pH buffered solutions comprising 
mixing water and acids and/or bases and additional ingredients to achieve a solution 
with a desired pH (see abstract, summary of invention and column 4, lines 35-65). 

Thus, the reference anticipates the claimed subject matter. 

Claims 1-5,10 are rejected under 35 U.S.C. 102(b) as being anticipated by Ilium 
(US 5,725,871, 1998). 

Applicant claims a method of producing pH buffered solutions or formulations 
comprising steps of blending water and buffering acids and bases in solution along with 
any additional ingredients continuously. The buffer solutions are intended to be used for 
the processing of a biopharmaceutical, specifically human serum albumin. 
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Ilium teaches the preparation of buffered solutions comprising mixing sodium 
phosphate and and water to obtain the desired pH. Insulin solutions were then prepared 
in the phosphate buffer (see column 6, lines 30-39). 

Thus, the reference anticipates the claimed subject matter. 

With respect to the USC 102 rejections above, it is noted that the cited 
references do not teach that their compositions can be used in the manner instantly 
claimed. However, the intended use of the claimed composition does not patentably 
distinguish the composition, per se, since such undisclosed use is inherent in the 
reference composition. In order to be limiting, the intended use must create a structural 
difference between the claimed composition and the composition of the prior art. In the 
instant case, the intended use fails to create a structural difference, thus, the intended 
use is not limiting. Please note that when applicant claims a composition in terms of 
function, and the composition of the prior art appears to be the same, the Examiner may 
make rejections under both 35 U.S.C 102 and 103 (MPEP 21 12). 

The claims,6-9, as disclosed in the instant application are so unclear and confusing (as 
discussed in the above 112 second rejections) that it is nearly impossible to properly 
determine the scope of the claims. However, for purposes of examination, they have 
been interpreted as a method for producing buffers, which are intended to be used for 
the processing of a biophamriaceutical, specifically human serum albumin (hSA) and a 
process for purifying/isolating human serum albumin using simulated moving bed 
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chromatography with the use of buffers. Applicant does not appear to be further limiting 
the method of buffer production between claims 5 and 6 and do not further incorporate 
the method of producing the buffers into the hSA production process. 

Claims 1,4-9 are rejected under 35 U.S.C. 102(e) as being anticipated by Fulton 
(US2003/0036637, filed June1 3,2002). 

The applied reference has a common inventor with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1.132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1.131 . 

Fulton teaches the processing of a feedstream, specifically, transgenic milk 
and/or transgenic cell cultures by applying the samples to an affinity column to obtain 
human serum albumin. Fulton also suggests using continuous chromatography, 
specifically simulated moving bed chromatography (see p.5, section 0056) to purify hSA 
from a transgenic source. 

Fulton further discloses the necessary use of buffers at specific pH's throughout 
the purification process and also discloses a need to treat the transgenic milk with an 
acid, which in turn lowers pH and removes the casein present in the milk. Although 
Fulton does not specifically teach the a method of producing a buffer, a method of 
buffering a solution, i.e. milk with an acid, hSA with an acid or base (0053) , salt, wash 
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and elution buffers are adjusted by adding acid and/or salt (0051 and 0053), is taught 
and those buffers are further used in the hSA production process. 

Therefore, the reference anticipates the claimed subject matter. 

Conclusion 
No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Tiffany M. Gough whose telephone number is 571-272- 
0697. The examiner can normally be reached on M-F 8-5 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Wityshyn can be reached on 571-272-0926. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Infomnation regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infonnation for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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